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Annex Il of REGULATION (EU) No 1169/2011 (Of 25-October-
2011)
Substances or products causing allergies or intolerances

COMPANY
STATEMENT

SUPPLIER Invibio Ltd

PRODUCT NAME PEEK-OPTIMA™ Natural grades:

LT1, LT2, LT3 Granules, stockshapes and fine powder;
PEEK-OPTIMA™ Reinforced grades:

LT1CA30, LT1DA30 Granules and Stock shapes;
PEEK-OPTIMA™ Ultra-Reinforced grades:

LT3PPT unidirectional tape

PEEK-OPTIMA™ Image Contrast grades:

LT16BA, LT120BA, LT215BA, LT320BA Granules and Stock shapes
PEEK-OPTIMA™ HA Enhanced grades:

LT120HA Granules and Stock shapes
PEEK-CLASSIX™ grades:

BC1, BC2, BC3, BC1-WH, BC2-WH, BC3-WH

This document is to confirm that the substances described on Annex Il of Regulation (EU) No 1169/2011
(listed below), known as substances or products causing allergies or intolerances have not been
intentionally added or used in the manufacturing processes of the Invibio products detailed above and
to the best of our knowledge at this time, have not been intentionally added or used in the
manufacturing processes of any included additives.

SUBSTANCES OR PRODUCTS CAUSING ALLERGIES OR INTOLERANCES (Annex Il of Regulation (EU) No
1169/2011) :

1. Cereals containing gluten, namely: wheat, rye, barley, oats, spelt, kamut or their hybridised strains,

and products thereof, except:

(a) wheat based glucose syrups including dextrose;

(b) wheat based maltodextrins;

(c) glucose syrups based on barley;

(d) cereals used for making alcoholic distillates including ethyl alcohol of agricultural origin;
2. Crustaceans and products thereof;

3. Eggs and products thereof;

4. Fish and products thereof, except:

(a) fish gelatine used as carrier for vitamin or carotenoid preparations;
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(b) fish gelatine or Isinglass used as fining agent in beer and wine;

5. Peanuts and products thereof;

6. Soybeans and products thereof, except:

(a) fully refined soybean oil and fat;

(b) natural mixed tocopherols (E306), natural D-alpha tocopherol, natural D-alpha tocopherol acetate,
and natural D-alpha tocopherol succinate from soybean sources;

(c) vegetable oils derived phytosterols and phytosterol esters from soybean sources;

(d) plant stanol ester produced from vegetable oil sterols from soybean sources;

7. Milk and products thereof (including lactose), except:

(a) whey used for making alcoholic distillates including ethyl alcohol of agricultural origin;

(b) lactitol;

8. Nuts, namely: almonds (Amygdalus communis L.), hazelnuts (Corylus avellana), walnuts (Juglans
regia), cashews (Anacardium occidentale), pecan nuts (Carya illinoinensis (Wangenh.) K. Koch), Brazil
nuts (Bertholletia excelsa), pistachio nuts (Pistacia vera), macadamia or Queensland nuts (Macadamia
ternifolia), and products thereof, except for nuts used for making alcoholic distillates including ethyl
alcohol of agricultural origin;

9. Celery and products thereof;

10. Mustard and products thereof;

11. Sesame seeds and products thereof;

12. Sulphur dioxide and sulphites at concentrations of more than 10 mg/kg or 10 mg/litre in terms of
the total SO 2 which are to be calculated for products as proposed ready for consumption or as
reconstituted according to the instructions of the manufacturers;

13. Lupin and products thereof;

14. Molluscs and products thereof.

This information is provided “as is”. It is not intended to amount to advice. Use of the product is at the
customer’s/user’s risk. It is the customer’s/user’s responsibility to thoroughly test the product in each
specific application to determine its performance, efficacy and safety for each end-use product, device or
other application and compliance with applicable laws, regulations and standards. Mention of a product is
no guarantee of availability. Victrex reserves the right to modify products, data sheets, specifications and
packaging. Victrex makes no warranties, express or implied (including, without limitation, any
warranty of fitness for a particular purpose or of intellectual property non-infringement) and will not
be liable for any loss or damage of any nature (however arising) in connection with customer’s/user’s
use or reliance on this information, except for any liability which cannot be excluded or limited by

law. This document may be modified or retracted at any time without notice to the customer/user.
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Victrex Manufacturing Limited (or another member of the Victrex group) is the owner or the licensee of all
intellectual property rights in and to this document including the following trade marks, VICTREX, INVIBIO,
JUVORA, APTIV, 450G, PEEK-OPTIMA, SHAPING FUTURE PERFORMANCE, LMPAEK, TRIANGLE (Device). All
rights are protected by intellectual property rights including copyright under relevant national and
international intellectual property laws and treaties. All rights reserved. Copyright © Victrex Manufacturing
Limited 2024.
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Signed: ......coiieiiiiiiiiiiii e, Date: 02-May-2024
Caroline Prisk
Head of Regulatory Affairs and Product Stewardship
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